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(e) Service review. Authorized labora-
tories will be reviewed by the Service 
(NPIP staff) every 3 years. The Serv-
ice’s review may include, but will not 
necessarily be limited to, checking 
records, laboratory protocol, check- 
test proficiency, technician training, 
and peer review. 

(f) Reporting. (1) A memorandum of 
understanding or other means shall be 
used to establish testing and reporting 
criteria to the Official State Agency, 
including criteria that provide for re-
porting H5 and H7 low pathogenic 
avian influenza directly to the Service. 

(2) Salmonella pullorum and Myco-
plasma Plan disease reactors must be 
reported to the Official State Agency 
within 48 hours. 

(g) Verification. Random samples may 
also be required to be submitted for 
verification as specified by the Official 
State Agency. 

§ 147.52 Approved tests. 
(a) The procedures for the bacterio-

logical examination of poultry and 
poultry environments described in this 
part are approved tests for use in the 
NPIP. In addition, all tests that use 
veterinary biologics (e.g., antiserum 
and other products of biological origin) 
that are licensed or produced by the 
Service and used as described in this 
part are approved for use in the NPIP. 

(b) Diagnostic test kits that are not 
licensed by the Service (e.g., bacterio-
logical culturing kits) may be approved 
through the following procedure: 

(1) The sensitivity of the kit will be 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known positive samples, as de-
termined by the official NPIP proce-
dures found in Subparts A, B, C, and D 
of this part. If certain conditions or 
interfering substances are known to af-
fect the performance of the kit, appro-
priate samples will be included so that 
the magnitude and significance of the 
effect(s) can be evaluated. 

(2) The specificity of the kit will be 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known negative samples, as de-
termined by the official NPIP proce-
dures found in this part. If certain con-
ditions or interfering substances are 
known to affect the performance of the 

kit, appropriate samples will be in-
cluded so that the magnitude and sig-
nificance of the effect(s) can be evalu-
ated. 

(3) The kit will be provided to the co-
operating laboratories in its final form 
and include the instructions for use. 
The cooperating laboratories must per-
form the assay exactly as stated in the 
supplied instructions. Each laboratory 
must test a panel of at least 25 known 
positive clinical samples supplied by 
the manufacturer of the test kit. In ad-
dition, each laboratory will be asked to 
test 50 known negative clinical samples 
obtained from several sources, to pro-
vide a representative sampling of the 
general population. The identity of the 
samples must be coded so that the co-
operating laboratories are blinded to 
identity and classification. Each sam-
ple must be provided in duplicate or 
triplicate, so that error and repeat-
ability data may be generated. 

(4) Cooperating laboratories will sub-
mit to the kit manufacturer all raw 
data regarding the assay response. 
Each sample tested will be reported as 
positive or negative, and the official 
NPIP procedure used to classify the 
sample must be submitted in addition 
to the assay response value. 

(5) The findings of the cooperating 
laboratories will be evaluated by the 
NPIP technical committee, and the 
technical committee will make a rec-
ommendation regarding whether to ap-
prove the test kit to the General Con-
ference Committee. If the technical 
committee recommends approval, the 
final approval will be granted in ac-
cordance with the procedures described 
in §§ 147.46 and 147.47. 

PART 149—VOLUNTARY TRICHINAE 
CERTIFICATION PROGRAM 

Sec. 
149.0 Purpose and scope. 
149.1 Definitions. 
149.2 Program participation. 
149.3 Site audit. 
149.4 Spot audit. 
149.5 Offsite identification and segregation 

of certified swine. 
149.6 Slaughter facilities. 
149.7 Recordkeeping at site. 
149.8 Program fees and charges. 
149.9 Pilot program sites. 
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1 The labeling of all certified pork or pork 
products leaving a slaughter or processing 
facility must comply with 9 CFR 317.4 and all 
other applicable FSIS labeling regulations. 

AUTHORITY: 7 U.S.C. 1622 and 8301–8317; 21 
U.S.C. 136a; 7 CFR 2.22, 2.80, and 371.4. 

SOURCE: 73 FR 60479, Oct. 10, 2008, unless 
otherwise noted. 

§ 149.0 Purpose and scope. 

The Trichinae Certification Program 
described in this part is intended to en-
hance the ability of swine producers, as 
well as slaughter facilities and other 
persons that handle or process swine 
from pork production sites that have 
been certified under the program, to 
export fresh pork and pork products to 
foreign markets. 

§ 149.1 Definitions. 

Accredited veterinarian. A veteri-
narian approved by the APHIS Admin-
istrator in accordance with part 161 of 
this chapter to perform functions spec-
ified in subchapters B, C, D, and G of 
this chapter. 

Agricultural Marketing Service (AMS). 
The Agricultural Marketing Service of 
the United States Department of Agri-
culture. 

AMS Administrator. The Adminis-
trator, Agricultural Marketing Serv-
ice, or any person authorized to act for 
the AMS Administrator. 

AMS representative. Any individual 
employed by or acting as an agent on 
behalf of the Agricultural Marketing 
Service who is authorized by the AMS 
Administrator to perform services re-
quired by this part. 

Animal and Plant Health Inspection 
Service (APHIS). The Animal and Plant 
Health Inspection Service of the United 
States Department of Agriculture. 

Animal disposal plan. A written docu-
ment that describes methods for the re-
moval and disposal of dead swine or 
swine remains from a pork production 
site. 

Animal movement record. A written 
record of the movement of swine into 
or from a pork production site. 

APHIS Administrator. The Adminis-
trator, Animal and Plant Health In-
spection Service, or any person author-
ized to act for the APHIS Adminis-
trator. 

APHIS representative. Any individual 
employed by or acting as an agent on 
behalf of the Animal and Plant Health 
Inspection Service who is authorized 

by the APHIS Administrator to per-
form the services required by this part. 

Approved laboratory. A non-Federal 
laboratory approved by the Agricul-
tural Marketing Service and recog-
nized by the APHIS Administrator or 
FSIS Administrator for performing 
validated tests to determine the pres-
ence of trichinae infection in reference 
to the Trichinae Certification Pro-
gram. 

Audit. An inspection process, as pro-
vided in this part, that generates a 
written record documenting a pork 
production site’s adherence to the re-
quired good production practices. 

Auditor. A qualified accredited veteri-
narian (QAV) or a qualified veterinary 
medical officer (QVMO) who is trained 
and authorized by APHIS to perform 
auditing activities under the Trichinae 
Certification Program. 

Certification (certified). A designation 
given by the APHIS Administrator to a 
pork production site for compliance 
with good production practices and 
other program requirements of the 
Trichinae Certification Program as 
provided in this part. 

Certified pork. Pork products origi-
nating from certified swine from a cer-
tified production site with identity of 
such animals or carcasses maintained 
throughout receiving, handling, and 
processing. 1 

Certified production site. A pork pro-
duction site that has attained a pro-
gram status of Stage II or higher, 
based on adherence to good production 
practices and other program require-
ments as provided in this part. 

Certified swine. Swine produced under 
the Trichinae Certification Program on 
a certified production site. 

Confinement unit. A structure on a 
pork production site in which swine are 
housed and fed that is totally roofed 
and that is constructed in such a man-
ner as to prevent swine from being ex-
posed to free-flying birds and other 
wildlife, and from coming into contact 
with the carrion of free-flying birds or 
other wildlife. 

Decertification (decertified). Removal 
of the certified status of a production 
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2 Accredited veterinarians interested in ob-
taining specializations related to the 
Trichinae Certification Program should con-
tact APHIS’ National Trichinae Coordinator 
at (515) 284–4122 or write to: USDA, APHIS, 
Veterinary Services, Trichinae Certification 
Program, 210 Walnut St., Room 891, Des 
Moines, IA 50309. 

site by the APHIS Administrator when 
it has been determined that the cri-
teria of the Trichinae Certification 
Program are not being met or main-
tained. 

Enzyme-linked immunosorbent assay 
(ELISA). A method of testing swine for 
the presence of trichinae infection by 
looking for antibodies to Trichinella 
spp. in the sera, plasma, whole blood, 
tissue fluid, or meat juice of swine. 

EPA. The United States Environ-
mental Protection Agency. 

Feed mill quality assurance affidavit. A 
written statement signed by the feed 
mill representative and the producer 
that documents the quality and safety 
of feed or feed ingredients delivered 
from the feed mill to the pork produc-
tion site. 

Food Safety and Inspection Service 
(FSIS). The Food Safety and Inspection 
Service of the United States Depart-
ment of Agriculture. 

FSIS Administrator. The Adminis-
trator, Food Safety and Inspection 
Service, or any person authorized to 
act for the Administrator. 

FSIS program employee. Any indi-
vidual employed by or acting as an 
agent on behalf of the Food Safety and 
Inspection Service who is authorized 
by the FSIS Administrator to perform 
the services required by this part. 

Good manufacturing practices. Feed 
manufacturing practices that reduce, 
eliminate, or avoid the risk of exposure 
of swine to Trichinella spp. 

Good production practices. Pork pro-
duction management practices that re-
duce, eliminate, or avoid the risk of ex-
posure of swine to Trichinella spp. 

Harborage. Any object, debris, clut-
ter, or area that could serve as shelter 
or refuge for rodents or wildlife. 

Laboratory approval audit. An audit 
performed by AMS representatives to 
determine if a laboratory meets min-
imum requirements for approval, as es-
tablished by AMS, for performing vali-
dated tests under this part. 

National Trichinae Certified Herd. All 
swine raised on certified production 
sites in the United States. 

Person. Any individual, corporation, 
company, association, firm, partner-
ship, society, joint stock company, or 
other legal entity. 

Pest control operator. A person trained 
and State-licensed in the control of 
pests and vermin (particularly ro-
dents). 

Pooled sample digestion method (diges-
tion method). A method of testing swine 
for trichinae infection by identifying 
the presence of Trichinella spp. from a 
sample of the animal’s muscle tissue. 

Pork production site (site). A geo-
graphically definable area that in-
cludes pork production facilities and 
ancillary structures under common 
ownership or management systems and 
the surrounding space within a 100-foot 
perimeter of the confinement unit. 

Positive test result. Outcome of a vali-
dated test indicating the presence of 
Trichinella spp. 

Premises Identification Number (PIN). 
A number assigned to a pork produc-
tion site by the APHIS Administrator. 

Process-verification testing. Testing of 
a statistically valid sample of swine 
belonging to the National Trichinae 
Certified Herd at the time of slaughter 
using a validated test to verify that 
the adherence to good manufacturing 
practices and good production prac-
tices is resulting in the absence of 
Trichinella spp. infection in swine from 
that herd. 

Producer. An individual or entity 
that owns or controls the production or 
management of swine. 

Qualified accredited veterinarian 
(QAV). An accredited veterinarian who 
has been granted an accreditation spe-
cialization by the APHIS Adminis-
trator pursuant to § 161.5 of this chap-
ter based on completion of an APHIS- 
approved training program in good pro-
duction practices in swine manage-
ment, and who is authorized by the 
APHIS Administrator to perform site 
audits and other specified program 
services required by this part. 2 

Qualified veterinary medical officer 
(QVMO). A VMO of the State or Fed-
eral Government who is trained in good 
production practices and is authorized 
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by the APHIS Administrator to per-
form site audits, spot audits, and other 
specified program services required by 
this part. 

Rodent control logbook. A written 
record that documents a rodent control 
program for a pork production site. 

Site audit. An audit, performed by a 
QAV or a QVMO, to determine the 
trichinae risk factor status of a pork 
production site based on the site’s ad-
herence to all of the required good pro-
duction practices that reduce, elimi-
nate, or avoid the risk of exposure of 
swine to Trichinella spp. 

Slaughter facility. A slaughtering es-
tablishment operating under the Fed-
eral Meat Inspection Act (21 U.S.C. 601 
et seq.) or a State meat inspection act 
that receives certified swine under the 
Trichinae Certification Program. 

Slaughter facility representative. Any 
individual employed by, or acting as an 
agent on behalf of, a slaughter facility 
who is authorized by the slaughter fa-
cility to perform the specified program 
services required by this part. 

Spot audit. An audit of a certified 
pork production site performed by a 
QVMO to ensure program integrity and 
consistency. 

Stage I enrolled. Preliminary program 
status of a pork production site at-
tained when the APHIS Administrator 
approves the outcome of an initial site 
audit. 

Stage II certified. Program status at-
tained upon APHIS approval of a site 
audit of a Stage I enrolled site. 

Stage III certified. Program status at-
tained upon APHIS approval of a site 
audit of a Stage II certified site and 
maintained upon APHIS approval of 
subsequent site audits for renewal of 
Stage III certified status. 

Sterile zone. An open area imme-
diately adjacent to and surrounding 
the confinement unit that serves as 
both a buffer and detection zone for ro-
dent and wildlife activity. 

Temporary withdrawal. The voluntary 
withdrawal of a certified production 
site from the Trichinae Certification 
Program at the request of the producer 
for a period not to exceed 180 days. 

Trichinae. A generic term that refers 
to Trichinella spp. 

Trichinae Certification Program (pro-
gram). A voluntary pre-harvest pork 

safety program in which APHIS cer-
tifies pork production sites that follow 
all of the required good production 
practices that reduce, eliminate, or 
avoid the risk of exposure of swine 
from their sites to Trichinella spp. 

Trichinella spp. Parasitic nematodes 
(roundworms) capable of infecting 
many warm-blooded carnivores and 
omnivores, including swine. 

USDA. The United States Depart-
ment of Agriculture. 

Validated test. An analytical method 
licensed by APHIS or accepted by AMS 
for the diagnosis of Trichinella spp. in 
swine. 

Veterinary medical officer (VMO). A 
veterinarian employed by the State or 
Federal Government who is authorized 
to perform official animal health ac-
tivities on their behalf. 

EFFECTIVE DATE NOTE: At 74 FR 65010, Dec. 
9, 2009, § 149.1 was amended in the definition 
of qualified accredited veterinarian (QAV) by 
removing the words ‘‘an accreditation spe-
cialization’’ and adding the words ‘‘a pro-
gram certification’’ in their place and in 
footnote 2, by removing the word ‘‘speciali-
zations’’ and adding the words ‘‘program cer-
tification’’ in its place, effective Feb. 1, 2010. 

§ 149.2 Program participation. 

A producer’s initial enrollment and 
continued participation in the 
Trichinae Certification Program re-
quires that the producer adhere to all 
of the good production practices, as 
confirmed by periodic site audits, and 
comply with other recordkeeping and 
program requirements provided in this 
part. Pork production sites accepted 
into the program by APHIS will par-
ticipate under one of the following 
three program stages: 

(a) Stage I enrolled status. (1) Stage I 
enrolled status signifies that the site 
has met good production practices and 
other recordkeeping and program re-
quirements provided in this part. 

(2) Swine from a Stage I enrolled site 
cannot be identified as products from a 
certified production site. 

(3) A Stage I enrolled site must com-
plete a site audit for Stage II certified 
status in accordance with § 149.3(d). 
Under § 149.3(d), the site audit must be 
performed no sooner than 150 days from 
the date the site was awarded Stage I 
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enrolled status, and must be com-
pleted, with the audit form and pay-
ment submitted to APHIS, no later 
than 210 days from the date the site 
was awarded Stage I enrolled status. 

(4) A Stage I enrolled site that is 
found not to be adhering to one or 
more good production practices as a re-
sult of a site audit or spot audit, or 
that fails to follow the prescribed time-
table for completing a site audit and 
submitting the completed audit form 
and payment for consideration as a 
Stage II certified site, will be subject 
to a review by APHIS to consider the 
nature of the infraction(s), and may 
lose its status as a Stage I enrolled 
site. 

(b) Stage II certified status. (1) Stage II 
certified status signifies that the site 
is adhering to all of the required good 
production practices and other record-
keeping and program requirements pro-
vided in this part. 

(2) An APHIS-issued certificate or 
letter indicating the site’s status as a 
Stage II certified site must be filed at 
the site and be readily available for in-
spection. 

(3) Swine from a Stage II certified 
site may be identified as certified prod-
ucts from a certified production site. 

(4) A Stage II certified site must 
complete a site audit for Stage III cer-
tified status in accordance with 
§ 149.3(e). Under § 149.3(e), the site audit 
must be performed no sooner than 240 
days from the date the site was award-
ed Stage II certified status, and must 
be completed, with the audit form and 
payment submitted to APHIS, no later 
than 300 days from the date the site 
was awarded Stage II certified status. 

(5) A Stage II certified site that is 
found not to be adhering to one or 
more good production practices as a re-
sult of a site audit or spot audit, or 
that fails to meet the Stage III site 
audit requirements of § 149.3(e) within 
the prescribed timetable, will be sub-
ject to a review by APHIS to consider 
the nature of the infraction(s) and de-
termine whether to decertify the site, 
as provided in paragraph (e)(1) of this 
section. During the time a site is decer-
tified, swine from that site cannot be 
identified as certified products from a 
certified production site. 

(c) Stage III certified status. (1) Stage 
III certified status signifies that the 
site is adhering to all of the required 
good production practices and other 
recordkeeping and program require-
ments provided in this part. 

(2) An APHIS-issued certificate or 
letter indicating the site’s status as a 
Stage III certified site must be filed at 
the site and be readily available for in-
spection. 

(3) Swine from a Stage III certified 
site may be identified as certified prod-
ucts from a certified production site. 

(4) In order to maintain Stage III cer-
tified status, sites must arrange for 
site audits to renew such status ac-
cording to the timetable set forth in 
§ 149.3(f). Under § 149.3(f), the site audit 
must be performed no sooner than 14 
months from the date the site was 
awarded Stage III certified status or 
the date that status was last renewed, 
and must be completed, with the audit 
form and payment submitted to 
APHIS, no later than 16 months from 
either the date the site was awarded 
Stage III certified status or the date 
that status was last renewed. 

(5) A Stage III certified site that is 
found not to be adhering to one or 
more good production practices as a re-
sult of a site audit or spot audit, or 
that fails to follow the prescribed time-
table for completing a site audit and 
submitting the completed audit form 
and payment to determine its contin-
ued participation as a Stage III cer-
tified site, will be subject to a review 
by APHIS to consider the nature of the 
infraction(s) and determine whether to 
decertify the site, as provided in para-
graph (e)(1) of this section. During the 
time a site is decertified, swine from 
that site cannot be identified as cer-
tified products from a certified produc-
tion site. 

(d) Change of ownership—(1) Stage I 
enrolled site. If there is a change in 
ownership in a Stage I enrolled site, 
and the new ownership wishes to re-
main in the program, then the Stage I 
enrolled site will remain on the same 
timetable as under the previous owner-
ship for purposes of completing a site 
audit for Stage II certified status. No 
additional site audit is necessary as a 
result of the change of ownership of the 
site. 
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(2) Stage II or Stage III certified sites. 
When a change of ownership occurs at 
a Stage II or Stage III certified site, 
the previous owner of the site must no-
tify APHIS of this change as soon as 
the transaction is finalized. Within 60 
days of this notification, a site audit 
must be performed in order for the site 
to maintain its certified status. It is 
the new ownership’s responsibility that 
a site audit be performed within 60 
days of this notification, otherwise the 
site may be subject to decertification, 
in accordance with paragraph (e)(1) of 
this section. If the site audit is satis-
factory, then the Stage II or Stage III 
certified site will continue in the pro-
gram, initially as a Stage II certified 
site. However, a new program anniver-
sary date for that site will be estab-
lished based on the date the site was 
audited to continue in the program as 
a Stage II certified site, and the pro-
ducer of the site must arrange for a 
site audit to gain (or regain) Stage III 
certified status based on that new an-
niversary date and according to the 
timetable prescribed in § 149.3(e). If the 
results of the site audit do not meet 
program requirements, the Stage II or 
Stage III site will be subject to a re-
view by APHIS to consider the nature 
of the infraction(s) and determine 
whether to decertify the site, as pro-
vided in paragraph (e)(1) of this sec-
tion. Once a site is decertified by 
APHIS, either because the new owner-
ship fails to arrange for a site audit to 
be performed within the allotted 60-day 
time period, or because the site is 
found not to meet program require-
ments, a producer wishing to partici-
pate in the program again must follow 
the procedures for requesting an initial 
audit for Stage I enrolled status. If a 
decertified site is reenrolled after a 
successful Stage I site audit, a new pro-
gram anniversary date for that site 
will be established based on the date of 
reenrollment. 

(e) Site decertification and program 
withdrawal—(1) Decertification by 
APHIS. (i) A Stage II or Stage III cer-
tified site that is found not to be ad-
hering to one or more of the good pro-
duction practices as a result of a site 
audit, or that fails to follow the pre-
scribed timetable for completing a site 
audit and submitting the completed 

audit form and payment to continue 
participation in the program, will be 
subject to a review by APHIS to con-
sider the nature of the infraction(s) 
and to determine whether the site 
should be decertified. Decertification 
will result from infraction(s) that 
APHIS determines to be substantive, 
prolonged, and/or repeated as a result 
of this review. 

(ii) During the time a site is decerti-
fied, swine from such sites cannot be 
identified as certified products from a 
certified production site. 

(iii) Once a site is decertified by 
APHIS, a producer wishing to partici-
pate in the program again must follow 
the procedures for requesting a site 
audit for Stage I enrolled status. If a 
decertified site is reenrolled after a 
successful Stage I site audit, a new pro-
gram anniversary date for that site 
will be established based on the date of 
recertification. If a decertified site is 
recertified after a successful Stage II 
site audit, a new program anniversary 
date for that site will be established 
based on the date of recertification. 

(2) Temporary withdrawal by producer. 
(i) A producer may request that one or 
more certified production sites be tem-
porarily withdrawn. A producer’s re-
quest must be made in writing and is 
subject to the APHIS Administrator’s 
approval. 

(ii) Each certified production site can 
be temporarily withdrawn no more 
than once every 2 years for a period not 
to exceed 180 days. 

(iii) During the time a site is tempo-
rarily withdrawn: 

(A) Swine from such sites cannot be 
identified as certified products from a 
certified production site; and 

(B) The producer must continue to 
adhere to all good production practices 
and other recordkeeping and program 
requirements provided in this part, in-
cluding documentation in the animal 
movement record of the arrival and de-
parture of all swine from this site, as 
well as whether the swine arriving at 
the site are from certified or noncer-
tified sources, unless a program re-
quirement is specifically waived by the 
Administrator. 

(iv) If granted a waiver by the Ad-
ministrator, a producer may receive 
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swine 5 weeks of age or older origi-
nating from a noncertified source dur-
ing the period of withdrawal. 

(v) Before being reinstated as a cer-
tified production site, the temporarily 
withdrawn site must pass a site audit 
to indicate that it is now adhering to 
all good production practices (includ-
ing any practices waived by the Admin-
istrator at the beginning of the period 
of withdrawal) as follows: 

(A) The site audit must be performed 
while the site is still under temporary 
withdrawal status. If swine 5 weeks of 
age or older originating from a noncer-
tified source have been received at the 
site during the time of withdrawal, 
then the site audit for reinstatement 
must be performed within 30 days of 
the date the last swine from a noncer-
tified source was removed from the 
site, but no later than 180 days from 
the date the site was granted tem-
porary withdrawal status. 

(B) If the results of the site audit are 
satisfactory and it is determined that 
the site is now adhering to good pro-
duction practices and other program 
requirements provided in this part, 
then the withdrawn site will be rein-
stated as a Stage II certified site. The 
timetable for performing future site 
audits for attaining and renewing 
Stage III certified status will be based 
on the date the site was reinstated as a 
Stage II certified site. 

(C) If the results of the site audit are 
not satisfactory, or, if the period of 
temporary withdrawal has exceeded 180 
days, then the site will be subject to a 
review by APHIS to consider the na-
ture of the infraction(s) and to deter-
mine whether to decertify the site, as 
provided in paragraph (e)(1) of this sec-
tion. Once the site is decertified by 
APHIS, the producer must follow the 
procedures for requesting an initial 
site audit for Stage I enrolled status in 
order for the site to be reenrolled in 
the program. If a site is decertified by 
APHIS and then reenrolled after a suc-
cessful Stage I site audit, a new pro-
gram anniversary date for that site 
will be established based on the date of 
enrollment. 

(3) Program withdrawal. (i) If a pro-
ducer decides to withdraw one or more 
of pork production sites from the pro-
gram, then it is the producer’s respon-

sibility to notify the APHIS Adminis-
trator in writing of this intent. When 
this is done, the site will be removed 
from the program. 

(ii) If at a later date the producer re-
quests that a site be reinstated in the 
program, then the producer must fol-
low the procedures for requesting an 
initial audit for Stage I enrolled sta-
tus. If a withdrawn site is reenrolled 
after a successful Stage I site audit, 
then a new program anniversary date 
for that site will be established based 
on the date of reenrollment. 

(f) Request for review. If there is a con-
flict as to any material fact relating to 
the results of a site audit, spot audit, 
or other determination affecting a pro-
ducer’s program status or ability to 
participate in the program, the pro-
ducer may submit a written request for 
review to the Administrator. The pro-
ducer must include in the request the 
reasons, including any supporting doc-
umentation, why the audit result or 
other determination should be dif-
ferent than the result or determination 
made by the Administrator. The initial 
audit result or other determination 
will remain in force pending the com-
pletion of the Administrator’s review. 
The decision by the Administrator 
upon reviewing the producer’s written 
request will be final. 

§ 149.3 Site audit. 

(a) General. (1) The producer must 
contact a QAV or QVMO to request a 
site audit. A list of available QAVs 
may be obtained by accessing the 
Trichinae Certification Program Web 
site on the Internet at http:// 
www.aphis.usda.gov/vs/trichinae. If a 
QAV is not available to perform a site 
audit, the producer must then contact 
the APHIS area office to request that a 
QVMO perform the site audit. The site 
audit is to be arranged at a mutually 
agreed-upon time. 

(2) The producer or the producer’s 
designated representative will accom-
pany the auditor during the site audit. 

(3) During the site audit, the auditor 
will record whether the producer is ad-
hering to all of the required good pro-
duction practices at the site, as pro-
vided in paragraph (b) of this section, 
in order to reduce, eliminate, or avoid 
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the risk of exposure of swine to 
Trichinella spp. 

(4) The auditor will use APHIS-ap-
proved audit forms in performing the 
site audit. After the auditor has com-
pleted all sections of the audit form, 
the producer or the producer’s des-
ignated representative must sign the 
audit form attesting to the accuracy of 
the information obtained during the 
site audit and to evidence his or her in-
tent to continue adhering to the good 
production practices and other pro-
gram requirements, as provided in this 
part. The auditor also must sign the 
audit form at this time. 

(5) If a QVMO performs the site audit, 
then the producer will pay the QVMO 
at the time the site audit is performed 
in accordance with the rate and other 
conditions set by the QVMO’s govern-
mental employer. If an APHIS-em-
ployed QVMO performs the site audit, 
then the producer will pay APHIS by 
certified check or U.S. money order for 
this service at a rate determined in ac-
cordance with § 149.8. 

(6) In addition to the possible cost of 
the site audit, the producer is also re-
sponsible for paying a separate pro-
gram fee in an amount specified in 
§ 149.8 to cover APHIS’ administrative 
costs in processing the audit and oper-
ating the program. This program fee, 
payable to APHIS by certified check or 
U.S. money order, must be remitted to 
the auditor at the time each site audit 
is performed. 

(7) The auditor will submit the com-
pleted audit form, program fee, and 
payment for the services of an APHIS- 
employed QVMO, if applicable, to the 
nearest APHIS area office. If a QAV 
performs the site audit, the producer 
will be responsible for ensuring that 
the QAV submits the completed audit 
form and program fee to APHIS in a 
timely manner. 

(8) Upon receipt of the completed 
audit form and payment, APHIS will 
determine the initial enrollment or 
certification status for the site based 
on an evaluation of the site audit. 
APHIS will provide the producer with 
written notification of the audit re-
sults. Pork production sites that meet 
all good production practices as pro-
vided in paragraph (b) of this section, 
as well as other program requirements 

provided in this part, will be issued 
program status at the appropriate pro-
gram stage. 

(9) If the site audit shows that the 
site does not substantively meet all 
good production practices or other pro-
gram requirements, APHIS will provide 
the producer with written notification 
that includes documentation of the de-
ficiencies that prevented the site from 
being conferred program status. 

(b) Good production practices. In a site 
audit, the auditor will determine 
whether all of the required good pro-
duction practices are being carried out 
at the site to reduce, eliminate, or 
avoid the risk of exposure of swine to 
Trichinella spp. as follows: 

(1) The movement of all non-breeding 
swine 5 weeks of age or older into or 
from the pork production site must be 
documented in an animal movement 
record, as provided in § 149.7, that en-
sures that all such swine moved into or 
from the site can be subsequently 
traced back to that site, or to any pre-
vious site (if applicable). 

(2) All non-breeding swine entering a 
site must have originated from another 
certified production site, except that 
non-breeding swine less than 5 weeks of 
age may have originated from either a 
certified or noncertified production 
site. The animal movement record 
must include the PIN of the certified 
production site from which the swine 
originated. If the swine are less than 5 
weeks of age and come from a noncer-
tified site, then the animal movement 
record must provide the name and full 
address of the noncertified site where 
the swine originated. 

(3) Feed or feed ingredients from off-
site sources that are used at the site 
must meet good manufacturing prac-
tices or other quality assurance stand-
ards recognized by the feed industry. 
The adherence to good manufacturing 
practices or other quality assurance 
standards must be documented in a 
feed mill quality assurance affidavit, 
as provided in § 149.7. 

(4) Swine at the site must be housed 
and fed in a confinement unit. The con-
finement unit, feed preparation and 
storage areas, and office areas and con-
necting hallways at the site must be 
inspected regularly and found free of 
signs of rodent and wildlife activity 
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(evidence of rodent activity consists of 
fresh rodent droppings, fresh gnawing 
marks, new structural damage, rodent 
urine, rodent blood, rodent smear 
marks (body oil), rodent tracks, or re-
cent burrowing or burrow use. Evi-
dence of wildlife activity consists of 
wildlife feces, footprints, fur, or hair 
observed in or near the stored feed or 
feed ingredients, dead or live wildlife 
observed in or near the stored feed or 
feed ingredients, or wildlife burrows or 
nests observed in or near the stored 
feed or feed ingredients). Any movable 
harborage (exterior or interior) on the 
site that is not necessary to the day- 
to-day operation of the site must be re-
moved. Harborage that cannot be re-
moved or is movable but necessary to 
the day-to-day operation of the site 
(e.g., equipment) must be checked for 
signs of rodent or wildlife activity. In 
addition, domesticated animals, in-
cluding pets such as dogs and cats, 
must be excluded from the confinement 
unit and feed preparation and storage 
areas at the site. Exterior rodent bait 
stations and/or traps must be placed 
around the perimeter of the confine-
ment unit. Exterior rodent bait sta-
tions and/or traps also must be placed 
around areas of potential rodent entry 
into the confinement unit (i.e., door-
ways, vent openings, loading chutes, 
cool cells, etc.). Interior rodent bait 
stations and/or traps must be placed 
near high-risk rodent zones such as 
entryways, hallways, office areas, 
swine load-out areas, vents, cool cells, 
storage areas, utility rooms, cabinets, 
locker rooms, bathrooms, and break 
rooms, and systematically maintained. 
Interior rodent bait stations and/or 
traps must be placed so that swine will 
not come in contact with the bait or 
trap. Rodent bait stations and/or traps 
also must be placed near exterior or in-
terior harborage on the site that can-
not be removed or that is movable but 
necessary to the day-to-day operation 
of the site. In all instances, rodent bait 
stations must be intact, systematically 
maintained, and contain fresh bait that 
consists of an EPA-registered 
rodenticide formulation that is applied 
according to its label. In addition, a 
sterile zone must be maintained around 
the perimeter of the confinement unit. 
The sterile zone must be devoid of any 

harborage or feed or water sources that 
could attract rodents or wildlife, but 
must contain rodent bait stations and/ 
or rodent traps. The sterile zone also 
must be devoid of any vegetation un-
less it is decorative vegetation that is 
well maintained (i.e., residential height 
grass, flowers, shrubs, or trees). A ster-
ile zone with decorative vegetation will 
require increased rodent control meas-
ures. The producer must provide docu-
mentation of rodent control practices 
by maintaining at the site an up-to- 
date rodent control logbook with a site 
diagram and other recordkeeping evi-
dencing implementation of rodent con-
trol measures, which can include docu-
ments provided by a pest control oper-
ator, as provided in § 149.7. 

(5) Feed or feed ingredients stored at 
the site must be prepared, maintained, 
and handled in a manner that protects 
the feed or feed ingredients from pos-
sible exposure to or contamination by 
rodents or wildlife. Any movable har-
borage in the immediate vicinity of 
feed production and feed storage areas 
that is not necessary to the day-to-day 
operation of the site must be removed. 
Harborage that cannot be removed or 
harborage that is movable but nec-
essary to the day-to-day operation of 
the site (e.g., equipment, etc.) must be 
checked for signs of rodent or wildlife 
activity. Rodent bait stations and/or 
traps must be placed around (and in, if 
applicable) all feed preparation and 
storage areas, as well as near any har-
borage in the vicinity that cannot be 
removed or that is movable but nec-
essary to the day-to-day operation of 
the site. Rodent bait stations must be 
intact, systematically maintained, and 
contain fresh bait that consists of an 
EPA-registered rodenticide formula-
tion that is applied according to its 
label. In addition, feed or feed ingredi-
ents that are stored in paper bags must 
be elevated off the floor and be a suffi-
cient distance away from the walls to 
allow for inspection, baiting, and/or 
trapping. The rodent control logbook, 
as provided in § 149.7, must document 
that adequate rodent control proce-
dures have been implemented in the 
feed production and feed storage areas. 

(6) Swine must not have access to 
dead or live wildlife at the site. Dead or 
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3 The pre-audit information packet may be 
obtained from a qualified accredited veteri-
narian (QAV), State or Federal animal 
health offices, or the National Pork Board, 
or by writing to: USDA, APHIS, Veterinary 
Services, Trichinae Certification Program, 
210 Walnut St., Room 891, Des Moines, IA 
50309. A pre-audit packet also may be re-
quested electronically through the program 
Web site on the Internet at http:// 
www.aphis.usda.gov/vs/trichinae. 

live wildlife must not be intentionally 
fed to swine. 

(7) Swine at the site must not be fed 
waste that contains meat. 

(8) Procedures must be in place and 
carried out for the prompt removal and 
proper disposal of dead swine or swine 
remains found in pens in order to 
eliminate the opportunity for canni-
balism, as well as to prevent the at-
traction of rodents or wildlife. Such 
procedures must be documented in the 
animal disposal plan, as provided in 
§ 149.7. 

(9) General hygiene and sanitation of 
the site must be maintained at all 
times to prevent the attraction of ro-
dents and wildlife. Solid non-fecal 
waste (facility refuse) must be placed 
in covered receptacles and be regularly 
removed from the site. Spilled feed also 
must be regularly removed and prop-
erly disposed of. 

(10) All records required under § 149.7 
must be kept up to date and readily 
available for inspection at the site. 

(c) Initial site audit for Stage I enrolled 
status. (1) Producers interested in par-
ticipating in the program should re-
quest and review a pre-audit informa-
tion packet prepared by APHIS that 
discusses the program, as well as the 
steps in preparing for and requesting 
an initial site audit. 3 When the pro-
ducer and the producer’s herd health 
personnel believe that a site meets pro-
gram standards, the producer must ar-
range for an initial site audit, as pro-
vided in paragraph (a) of this section. 

(2) Upon completion of the initial 
site audit and submission of the com-
pleted audit form and payment, APHIS 
will review the completed audit form 
and make a determination within 30 
days as to enrollment of the site in the 
program. A pork production site that is 
found to meet all good production prac-
tices and other program requirements 

in this part will be awarded Stage I en-
rolled status. 

(d) Site audit for Stage II certified sta-
tus. (1) A producer of a Stage I enrolled 
site must arrange for another site 
audit for Stage II certified status. The 
site audit must be performed no sooner 
than 150 days (i.e., approximately 5 
months) from the date the site was 
awarded Stage I enrolled status, and 
must be completed, with the audit 
form and payment submitted to 
APHIS, no later than 210 days (i.e., ap-
proximately 7 months) from the date 
the site was awarded Stage I enrolled 
status. 

(2) APHIS will review the completed 
audit form and make a determination 
as to Stage II certified status within 7 
days of receipt of the audit form and 
payment. 

(i) A Stage I enrolled site that is 
found to meet all good production prac-
tices and other program requirements 
in this part will be awarded Stage II 
certified status. 

(ii) A Stage I enrolled site that is 
found, during a site audit, not to be ad-
hering to one or more good production 
practices, or that fails to follow the 
prescribed timetable for completing a 
site audit and submitting the com-
pleted audit form and payment, will be 
subject to a review by APHIS to con-
sider the nature of the infraction(s), 
and may lose its status as a Stage I 
site. 

(e) Site audit for Stage III certified sta-
tus. (1) A producer of a Stage II en-
rolled site must arrange for another 
site audit for Stage III certified status. 
The site audit must be performed no 
sooner than 240 days (i.e., approxi-
mately 8 months) from the date the 
site was awarded Stage II certified sta-
tus, and must be completed, with the 
audit form and payment submitted to 
APHIS, no later than 300 days (i.e., ap-
proximately 10 months) from the date 
the site was awarded Stage II certified 
status. 

(2) APHIS will review the completed 
audit form and make a determination 
as to Stage III certified status within 
30 days of receipt of the audit form and 
payment. 

(i) A Stage II certified site that is 
found to meet all good production prac-
tices and other program requirements 
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in this part will be awarded Stage III 
certified status. 

(ii) A Stage II certified site that is 
found, during a site audit, not to be ad-
hering to one or more good production 
practices, or that fails to follow the 
prescribed timetable for completing a 
site audit and submitting the com-
pleted audit form and payment, will be 
subject to a review by APHIS to con-
sider the nature of the infraction(s) 
and determine whether to decertify the 
site, as provided in § 149.2(e)(1). 

(f) Site audit for renewal of Stage III 
certified status. (1) A producer seeking 
to renew a site’s Stage III certified sta-
tus must arrange for another site 
audit. The site audit must be per-
formed no sooner than 14 months from 
the date the site was awarded Stage III 
certified status or the date that status 
was last renewed, and must be com-
pleted, with the audit form and pay-
ment submitted to APHIS, no later 
than 16 months from either the date 
the site was awarded Stage III certified 
status or the date the that status was 
last renewed. 

(2) APHIS will review the completed 
audit form and make a determination 
as to renewing the site’s Stage III cer-
tified status within 30 days of receipt 
of the audit form and payment. 

(i) A Stage III certified site that is 
found to meet all good production prac-
tices and other program requirements 
in this part will have its status as a 
Stage III certified site renewed. 

(ii) A Stage III certified site that is 
found, during a site audit, not to be ad-
hering to one or more good production 
practices, or that fails to follow the 
prescribed timetable for completing a 
site audit and submitting the com-
pleted audit form and payment, will be 
subject to a review by APHIS to con-
sider the nature of the infraction(s) 
and determine whether to decertify the 
site, as provided in § 149.2(e)(1). 

(Approved by the Office of Management and 
Budget under control number 0579–0323) 

§ 149.4 Spot audit. 

(a) In addition to regularly scheduled 
site audits, certified production sites 
will be subject to spot audits. 

(1) Random spot audit. Certified pro-
duction sites will be selected by the 

APHIS Administrator at random for a 
spot audit in order to: 

(i) Ensure the integrity of the audit 
process; 

(ii) Verify that the audit process is 
performed in a consistent manner 
across the program; and 

(iii) Verify that all required good 
production practices are being main-
tained between regularly scheduled site 
audits. 

(2) Spot audit for cause. A certified 
production site may be subject to a 
spot audit to trace back and inves-
tigate any positive test results as a re-
sult of testing of certified swine from 
that site at the slaughter facility. 

(b) All spot audits will be performed 
by a QVMO. The producer of the cer-
tified production site subject to spot 
audit will not be charged for the spot 
audit. APHIS will provide the producer 
with written notification of the results 
of the spot audit, including documenta-
tion of any deficiencies noted during 
the audit. If the site is found not to be 
adhering to one or more of the required 
good production practices, then the 
site will be subject to a review by 
APHIS to consider the nature of the in-
fraction and to determine whether to 
decertify the site, as provided in 
§ 149.2(e)(1). Unless a spot audit results 
in decertification, it does not otherwise 
affect the timetables for the comple-
tion of site audits set forth in para-
graphs (e) and (f) of § 149.3. 

§ 149.5 Offsite identification and seg-
regation of certified swine. 

Certified swine moved from a cer-
tified production site to another loca-
tion, whether to another certified pro-
duction site, buying station, collection 
point, or slaughter facility, must re-
main segregated from noncertified 
swine at all times and otherwise main-
tain their identity as certified swine in 
such a way that they could be readily 
traced back to the certified production 
site from which they came. Informa-
tion relating to the identification of 
the certified swine must be docu-
mented in the animal movement record 
maintained by the producer. Failure to 
properly segregate or maintain the 
identity of certified swine from noncer-
tified swine after leaving the certified 
production site will result in the loss of 
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4 A copy of the testing methods and check-
list for conducting validated tests may be 
obtained by contacting the AMS Trichinae 
Analyst and Laboratory Certification Pro-
gram Manager, USDA, AMS, Science and 
Technology Programs, Technical Services 
Branch, 1400 Independence Ave., SW., Mail 
Stop 0272, Washington, DC 20250–0272. The 
manager may be contacted by phone at (202) 
690–0621. 

5 A copy of the AMS Trichinae Accredited 
Laboratory Program Requirements may be 
obtained by contacting the AMS Trichinae 
Analyst and Laboratory Certification Pro-
gram Manager (see footnote 4). 

certified status for that shipment of 
swine. 

§ 149.6 Slaughter facilities. 
Only slaughter facilities that are 

under continuous inspection by the 
Food Safety and Inspection Service or 
under State inspection that the Food 
Safety and Inspection Service has rec-
ognized as equivalent to Federal in-
spection may participate in the pro-
gram. To participate in the program, 
slaughter facilities must follow the rel-
evant provisions of this section relat-
ing to verification, segregation, test-
ing, and recordkeeping. Participating 
slaughter facilities that fail to comply 
with any of the applicable require-
ments of this section will not be al-
lowed to continue to participate in the 
Trichinae Certification Program and 
the pork or pork products prepared by 
the facility will not be eligible for a 
certificate of export that identifies the 
product as meeting the standards of 
the Trichinae Certification Program. 

(a) Verification of certification. A 
slaughter facility receiving certified 
swine must verify the current certifi-
cation status of the pork production 
site from which the animals came. The 
current certification status may be 
verified by maintaining dated certifi-
cation documentation on file or by ac-
cessing the Trichinae Certification 
Program Web site on the Internet at 
http://www.aphis.usda.gov/vs/trichinae. If 
the slaughter facility is unable to 
verify a site’s certification status 
through documentation on file or 
through the program Web site, the 
slaughter facility then should contact 
the APHIS area office in the State 
where the site is located. 

(b) Maintaining identity and segrega-
tion of certified swine and pork products. 
For certified swine to be identified as 
certified pork, certified swine and edi-
ble pork products derived from cer-
tified swine must remain segregated 
from swine and edible pork products 
from noncertified sites throughout re-
ceiving, handling, and processing at 
the slaughter facility, as well as while 
awaiting shipment from the facility. 
The slaughter facility must maintain 
the identity of the certified swine or 
pork in a manner that allows the cer-
tified swine or pork to be traced back 

to the certified production site from 
which it came. A slaughter facility’s 
failure to properly segregate or main-
tain the identity of certified swine and 
edible pork products derived from the 
certified swine will result in the loss of 
certified status for that shipment of 
swine, as well as the edible pork prod-
ucts derived from those animals. 

(c) Process-verification testing. A 
slaughter facility processing certified 
swine is responsible for performing 
process-verification testing to deter-
mine the Trichinella spp. infection sta-
tus of certified swine under its control 
as follows: 

(1) Validated tests. Process- 
verification testing must be performed 
by using a validated test. When testing 
involves meat, the sample used for 
such testing must be at least 20 
grams. 4 

(2) Laboratory approval. Process- 
verification testing must be performed 
in an approved laboratory that has 
been approved for trichinae testing by 
the Agricultural Marketing Service 
(AMS). 5 The approved laboratory may 
be maintained and operated by the 
slaughter facility or by another busi-
ness entity either on the premises of 
the slaughter facility or at another lo-
cation. Laboratory staff performing 
process-verification testing must be ac-
credited by AMS to perform this pro-
gram function. For purposes of quality 
assurance, all laboratory staff ap-
proved to perform process-verification 
testing will receive periodic pro-
ficiency test panels from AMS that 
must be analyzed correctly in order to 
maintain their approval status. 

(3) Testing sample size and frequency. 
Process-verification testing must meet 
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6 More information regarding sampling 
sizes may be obtained by writing to USDA, 
APHIS, Veterinary Services, Trichinae Cer-
tification Program, 210 Walnut St., Room 
891, Des Moines, IA 50309. 

the following minimum requirements 
relating to sample size and frequency: 

(i) Slaughter facility representatives 
shall determine the yearly processing 
capacity of the slaughter facility for 
the next 12 months. Officials may use 
the processing capacity over the pre-
vious 12 months if this period is rep-
resentative of a typical processing 
year. 

(ii) Slaughter facility representatives 
shall estimate the percentage of swine 
processed that are likely to come from 
certified production sites considering 
all swine expected to be processed at 
the slaughter facility during the se-
lected 12-month period. Swine that 
come from certified production sites 
are considered the eligible population 
to be sampled. 

(iii) Slaughter facility representa-
tives shall use the Trichinae Certifi-
cation Slaughter Facility Sample Size 
Determination Table on the Internet at 
http://www.aphis.usda.gov/vs/trichinae to 
find the number of samples to collect 
from the population of swine from cer-
tified production sites. 6 If the eligible 
population is not listed in that table, 
the next largest number will be used to 
determine the number of samples to 
collect. Select the number of samples 
to collect from the column on that 
table that reflects a 99 percent con-
fidence level of detecting a positive 
carcass in a population with a preva-
lence rate of 0.013 percent. The number 
selected from the table will be the 
total number of samples that slaughter 
facility representatives must collect 
and test per year and per month during 
the selected 12-month period. 

(iv) For each sample collected, 
slaughter facility representatives must 
maintain the identity of the sample 
using the PIN of the certified produc-
tion site that was the source of the 
swine from which the sample was 
taken. 

(v) FSIS program employees at the 
slaughter facility will review and 
verify that an adequate number of sam-
ples have been collected and that prop-
er frequency of collection is main-

tained. FSIS will report this informa-
tion to APHIS. 

(vi) AMS representatives will verify 
through a laboratory approval audit 
that the laboratory performing proc-
ess-verification testing is correctly fol-
lowing written procedures relating to 
the receipt, handling, identification, 
and testing of samples. These written 
procedures must be maintained by the 
laboratory in a quality assurance man-
ual, as provided in paragraph (c)(6) of 
this section. In addition, a laboratory 
that performs process-verification test-
ing at a location other than the slaugh-
ter facility must include a declaration 
of methodology used to test samples 
when providing test results. 

(vii) The APHIS Administrator may, 
at APHIS’ expense, periodically re-
quest that testing be performed on 
swine brought to the slaughter facility 
from specific certified production sites. 
Requests to test swine from specific 
certified production sites will count to-
wards the slaughter facility’s total 
monthly testing requirement. 

(4) Results of testing. (i) The results of 
all process-verification testing relating 
to certified swine handled at the 
slaughter facility must be retained in a 
separate file or notebook as written 
records at the slaughter facility and 
must be readily available for inspec-
tion by FSIS program employees. 

(ii) FSIS will report to APHIS the re-
sults of all process-verification testing. 

(iii) In the event of a positive test re-
sult, the slaughter facility representa-
tive must notify the FSIS program em-
ployee designated by the FSIS Admin-
istrator immediately, who in turn will 
report the PIN of the certified produc-
tion site that was the source of the 
swine from which the sample was 
taken and the test results of the af-
fected sample to the respective APHIS 
area office. The following sequence of 
events must take place following a 
positive test result: 

(A) If a test sample yields a positive 
test result based on the digestion 
method, the certified production site 
that was the source of the swine from 
which the sample was taken will be de-
certified. 

(B) If a test sample yields a positive 
test result based on an ELISA method 
and is confirmed positive by further 
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testing using the digestion method, the 
certified production site that was the 
source of the swine from which the 
sample was taken will be decertified. 

(C) If a test sample yields a positive 
test result based on an ELISA method, 
but is not confirmed positive by fur-
ther testing using the digestion meth-
od, then the certified production site 
that was the source of the swine from 
which the sample was taken will be in-
vestigated by APHIS. 

(1) The investigation may include a 
spot audit of the affected site. Further 
testing of animals or carcasses from 
the affected site also may be performed 
as part of the investigation. This inves-
tigation would determine if the produc-
tion facility has sufficient safeguards 
and is following good production prac-
tices. 

(2) While the affected site is under in-
vestigation, its program status as a 
certified production site will be sus-
pended. While the site is under suspen-
sion, the producer must continue to ad-
here to all of the required good produc-
tion practices and other recordkeeping 
and program requirements provided in 
this part. During this suspension, swine 
at the site may be sent to slaughter; 
however, swine from the suspended site 
cannot be identified as product from a 
certified production site. The Adminis-
trator will determine the program sta-
tus of the affected site within 30 days 
of the initiation of the suspension. 

(3) A finding that risk factors are in-
adequately addressed in the site inves-
tigation or the finding of additional 
positive test results based on samples 
from animals or carcasses from the af-
fected site will be grounds for APHIS 
decertification of the site. 

(5) Slaughter facility recordkeeping. (i) 
All slaughter facilities that receive 
certified swine must maintain records 
relating to such animals, including the 
number of certified swine processed, 
the source of the certified swine, in-
cluding the PIN of the certified produc-
tion site from which the swine came 
from, and all test results relating to 
process-verification testing. Records 
relating to certified swine must be re-
tained at the slaughter facility for a 
period of at least 3 years following the 
processing of such animals. 

(ii) All slaughter facilities must have 
documented procedures on how cer-
tified swine under its control, and edi-
ble pork products derived from cer-
tified swine, will remain segregated 
from swine and edible pork products 
from noncertified sites throughout re-
ceiving, handling, and processing at 
the facility, as well as while awaiting 
shipment from the facility. The slaugh-
ter facility must also have documented 
procedures for maintaining the iden-
tity of the certified swine or pork with 
respect to the certified production site 
from which it came. 

(iii) All such records and other docu-
mentation required to be maintained 
by slaughter facilities under this part 
must be readily available for inspec-
tion by FSIS program employees. 

(6) Approved laboratory recordkeeping. 
Approved laboratories must have writ-
ten procedures that specify standards 
for sample size, sample handling, sam-
ple identification, and sample test 
methods used in process-verification 
testing. All such written procedures 
must be maintained in a laboratory 
quality assurance manual specifically 
for this program, or as a separate sec-
tion of an existing laboratory quality 
assurance manual, and must be re-
tained at the approved laboratory 
throughout the time the approved lab-
oratory is performing process- 
verification testing under this pro-
gram. All such written procedures re-
lating to process-verification testing 
must be readily available for inspec-
tion by FSIS program employees or 
AMS representatives. 

(7) Slaughter facility overall responsi-
bility for process-verification testing. The 
slaughter facility is responsible for ob-
taining testable samples and for ensur-
ing that the correct number of testable 
samples are sent to the testing labora-
tory. Once the slaughtering facility re-
ceives the test results, it is responsible 
for reporting those results in its facil-
ity trichinae testing record. Moreover, 
the slaughter facility is responsible for 
ensuring that process-verification test-
ing is carried out in accordance with 
this part, including the reporting of 
test results, regardless of whether it is 
performed at the slaughter facility or 
another location, and regardless of 
whether the testing is performed by 
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slaughter facility personnel or other 
persons. 

§ 149.7 Recordkeeping at site. 
(a) Stage I enrolled sites, Stage II or 

Stage III certified sites, and any site 
that has been suspended or voluntarily 
decertified must maintain the fol-
lowing program records: Animal dis-
posal plan, animal movement record, 
feed mill quality assurance affidavit (if 
applicable), and rodent control log-
book. All such records must be readily 
available for inspection at the pork 
production site at the time of an audit 
by a QAV or QVMO, or by other APHIS 
representatives during normal business 
hours. 

(1) Animal disposal plan. The animal 
disposal plan must meet the following 
minimum requirements: 

(i) It must provide for the removal of 
all dead swine or swine remains from 
swine pens immediately upon detec-
tion. Inspections for purposes of detect-
ing dead animals must occur at least 
once every 24 hours. 

(ii) It must specify how often and at 
what intervals the swine pens are ob-
served each day. 

(iii) It must provide for the proper 
storage of dead swine or swine remains 
in accordance with local, State, and 
Federal laws and regulations. If the 
carcass storage facility or composting 
facility is located on the site, then the 
animal disposal plan must provide for a 
storage or composting facility that 
precludes rodent or wildlife contact 
with dead swine or swine remains being 
stored or composted. 

(iv) It must provide for the disposal 
of swine and other mammals by ren-
dering, incineration, composting, bur-
ial, or other means, as allowed by and 
in accordance with local, State, and 
Federal laws and regulations. For sites 
that use rendering services, the animal 
disposal plan also must include the 
name, address, and phone number of 
the renderer. 

(v) It must be updated as animal dis-
posal practices are changed at the site. 

(vi) It must be signed and dated by 
the producer, as well as the caretaker 
of the site (if the caretaker is a dif-
ferent person than the producer). 

(vii) It may be valid for a period no 
longer than 2 years after the date of 

signature by the producer and (if appli-
cable) the site caretaker. 

(2) Animal movement record. The ani-
mal movement record must meet the 
following minimum requirements: 

(i) It must be filled out completely 
and properly, accounting for the move-
ment of all non-breeding swine into 
and from the pork production site. 

(ii) In the case of non-breeding swine 
coming into the site, it must include 
the date and number of arriving ani-
mals, as well as the PIN of the certified 
production site where the animals 
originated, or alternatively, if the 
swine are less than 5 weeks of age and 
originated from a noncertified site, the 
name and full address of the noncer-
tified site where the animals origi-
nated. The animal movement record 
must clearly document that all non- 
breeding swine 5 weeks of age or older 
arriving at the site originated from an-
other certified production site. 

(iii) In the case of non-breeding swine 
leaving the site, it must include the 
date and number of departing animals, 
and their destination. 

(iv) It must document the number of 
dead non-breeding swine that are re-
moved from the site, as well as the 
number of dead non-breeding swine 
that are buried or composted at the 
site, if swine burial or composting is 
permitted in that State or locality. 

(v) All entries to the animal move-
ment record must be signed or initialed 
and dated by the producer or other site 
caretaker making the entry. 

(3) Rodent control logbook. The rodent 
control logbook, which may include 
records from a pest control operator, 
must meet the following minimum re-
quirements: 

(i) It must include a rodent control 
diagram for the site indicating the lo-
cation of all rodent bait stations and 
rodent traps at the site. The diagram 
must be updated whenever bait sta-
tions are added, moved, or removed. 

(ii) It must document the number of 
rodent traps set (if applicable), the 
number of new rodent bait stations set, 
and how often bait is refreshed. 

(iii) It must document the disposal 
method for all unused bait that is re-
placed. 

(iv) It must document the brand 
name and active ingredient of bait, 
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which must be EPA-registered and ap-
plied according to its label, as well as 
the quantity of bait used (number of 
pounds). 

(v) If possible, it should document 
the number of rodents caught or killed 
and indicate how many were rats. 

(vi) If possible, it should document 
the number of rats sighted monthly. 

(vii) All entries to the rodent control 
logbook must be signed or initialed, as 
well as dated by the producer or other 
site caretaker making the entry. It 
must be updated at least monthly. 

(4) Feed mill quality assurance affi-
davit. The feed mill quality assurance 
affidavit, to be used in conjunction 
with feed or feed ingredients delivered 
to the pork production site, must meet 
the following minimum requirements: 

(i) It must include the name of the 
producer and the identity of the site, 
including the PIN if it has been issued, 
and the site address, as well as the 
name and address of the feed mill and 
the name and title of the feed mill rep-
resentative. 

(ii) It must provide information that 
the feed mill is following good manu-
facturing practices, and further speci-
fy, as evidence of these good manufac-
turing practices, the following: 

(A) That the feed mill has a rodent 
control system that is maintained by 
the feed mill itself or by a pest control 
firm (include name and address of pest 
control firm). 

(B) The frequency with which such 
rodent control system is maintained 
(i.e., on a weekly basis, etc.); and 

(C) That the feed mill maintains 
records of pest management practices 
or has records generated by a pest con-
trol operator, which must be made 
available to the producer upon request. 

(iii) It must be signed by the feed 
mill representative and by the pro-
ducer or the producer’s designated rep-
resentative, to remain in effect for a 
period of 2 years. 

(b) All such records and other docu-
mentation required under this section 
must be retained at the pork produc-
tion site for a period of 2 years. 

(c) All such records and other docu-
mentation required under this section 
must be readily available for inspec-
tion at the pork production site at the 
time of an audit by a QAV or QVMO, or 

by other APHIS representatives during 
normal business hours. 

(Approved by the Office of Management and 
Budget under control number 0579–0323) 

§ 149.8 Program fees and charges. 

(a) Site audit. If a QVMO performs the 
site audit, then the producer will pay 
the QVMO at the time the site audit is 
performed in accordance with the rate 
and other conditions set by the 
QVMO’s governmental employer. Fur-
ther, if the QVMO who performs the 
site audit is employed by APHIS, then 
the producer will pay APHIS for this 
service at the hourly rate listed in 
table 1 for each employee required to 
perform the service. If the APHIS-em-
ployed QVMO performs the site audit 
on a Sunday, on a holiday, or at any 
time outside the normal tour of duty of 
that employee, then the producer will 
pay APHIS for this service at the hour-
ly rate listed in table 2 for each em-
ployee required to perform the service. 
Payment to APHIS for the services of 
an APHIS-employed QVMO, by cer-
tified check or U.S. money order, must 
be remitted to the QVMO at the time 
the site audit is performed. 

TABLE 1—RATES FOR SERVICES OF QVMO 

Hourly rate: 
Per hour ......................... $84.00 
Per quarter hour ............. 21.00 

Per service minimum fee .............. 25.00 

TABLE 2—OVERTIME RATES FOR SERVICES OF 
QVMO (OUTSIDE THE EMPLOYEE’S NORMAL 
TOUR OF DUTY) 

Premium hourly rate Monday 
through Saturday and holidays: 

Per hour ......................... $100.00 
Per quarter hour ............. 25.00 

Premium hourly rate for Sundays: 
Per hour ......................... 112.00 
Per quarter hour ............. 28.00 

(b) Program fee. The producer must 
pay APHIS a program fee at the time 
of each site audit in the amount of $51 
to cover APHIS’ administrative costs 
in processing the audit and operating 
the program. This program fee, payable 
to APHIS by certified check or U.S. 
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money order, is due at the time of sub-
mitting the completed site audit form 
for APHIS evaluation. 

(c) A producer will not be charged for 
the cost of having a spot audit per-
formed at the pork production site. 

§ 149.9 Pilot program sites. 
Pork production sites participating 

in an APHIS-approved trichinae pilot 

program at the time of implementation 
of the Trichinae Certification Program 
on November 10, 2008 will maintain 
their same program status as either a 
Stage I enrolled, Stage II certified, or 
Stage III certified site, as well as their 
same program anniversary date for 
purposes of completing a site audit and 
submitting the completed audit form 
and payment. 

VerDate Nov<24>2008 14:47 Mar 16, 2010 Jkt 220028 PO 00000 Frm 00991 Fmt 8010 Sfmt 8010 Y:\SGML\220028.XXX 220028cp
ric

e-
se

w
el

l o
n 

D
S

K
89

S
0Y

B
1P

R
O

D
 w

ith
 C

F
R


		Superintendent of Documents
	2010-05-17T14:43:45-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




